Question: Does management in the prone position hasten recovery and reduce mortality in infants and children with acute lung injury? Design: Randomised, controlled trial with concealed allocation and non-blinded outcome assessment. Setting: Seven US paediatric intensive care units. Patients: One hundred and two patients aged between 2 weeks and 18 years who were intubated and ventilated for acute lung injury were recruited within 48 hours of meeting the study criteria. Eligibility criteria were hypoxaemia (PaO 2 /FiO 2 < 300) and bilateral pulmonary infiltrates. Exclusion criteria included left atrial or cerebral hypertension, persistent hypotension, respiratory failure from cardiac disease, and previous bone marrow or lung transplant. Fifty-one patients were randomised to the treatment group and 51 to the control
Prone positioning does not reduce the ventilation period or mortality in paediatric acute lung injury Synopsis group. Interventions: Patients in the treatment group were managed in prone for at least 20 hours each day for a maximum of seven days after which they remained supine. Patients in the control group remained supine. Ventilatory, sedatory, haemodynamic and nutritional management of both groups was according to specified care algorithms. Outcomes: The primary outcome was ventilator-free days in the first 28 days. Secondary outcomes were alive and ventilator-free at day 28, mortality, days to meeting extubation readiness criteria, organ-failure-free days, and functional health scores. There was no loss to follow-up. Results: The number of ventilator-free days did not significantly differ, prone to supine mean difference -0.2 days (95% CI -3.6 to 3.2). The proportion of patients alive and ventilator-free on day 28 was 86% in the supine group and 80% in the prone group, risk ratio 0.93 (95% CI 0.78 to 1.11). The mortality rate was 8% in both groups. Other secondary outcomes did not differ significantly between groups. Conclusion: Prone positioning does not significantly reduce ventilatorfree days or improve other clinical outcomes in paediatric patients with acute lung injury.
Commentary
Prone positioning for acute lung injury has been the focus of multiple studies in the last decade. The results of this multicentre paediatric study were similar to its predecessors: oxygenation improves but ventilator dependency and mortality do not (Gattinoni et al 2001 , Guerin et al 2004 , Fan et al 2005 .
This rigorous study did, however, offer a few intriguing design inclusions. First, the extended 20 hour daily prone time was longer than those in previous studies, although limited to the first seven days. Second, the study included a futility stopping rule, in which a priori limits were set to trigger termination of the study if there was little or no chance of finding significant differences in the primary outcomes. The trial was stopped on the basis that the probability of finding a significant difference between groups was < 1%. Third, unlike many studies using number of ventilator-dependent days, the primary outcome here was ventilator-free days in the first 28 days, justified by the authors as a composite outcome reflecting both ventilation requirements and survival. Others have criticised this outcome as misleading (Kavanagh 2005 ).
The power calculation was based on pilot data of 25 pronepositioned subjects compared with 40 matched, historical controls. The pilot participants had similar ventilator-free days (15) and mortality (8%) to both groups in the final study. These were substantially better than results for the historical controls (9 days and 35%), or indeed published results from other centres (Gattinoni et al 2001 , Guerin et al 2004 . The authors do not report whether similar ventilation protection strategies or intensive care protocols were employed for the historical controls, and these differences could account for the bias between groups. Alternatively, the historical controls may simply have been an inappropriate comparison group.
This useful study, like others before it, hints at the possibility that there are additional adverse events associated with prone positioning and builds the case against using it clinically, unless the child has severe hypoxaemia and could benefit from prone positioning as a rescue therapy (Guerin et al 2004 , Fan et al 2005 .
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